
1109 

Department of Health and Human Services § 170.430 

statements, and other assertions re-
lated to the Complete EHR or EHR 
Module’s certification: 

(i) ‘‘This [Complete EHR or EHR 
Module] is 201[X]/201[X] compliant and 
has been certified by an ONC–ATCB in 
accordance with the applicable certifi-
cation criteria adopted by the Sec-
retary of Health and Human Services. 
This certification does not represent an 
endorsement by the U.S. Department 
of Health and Human Services or guar-
antee the receipt of incentive pay-
ments.’’; and 

(ii) The information an ONC–ATCB is 
required to report to the National Co-
ordinator under paragraph (h) of this 
section for the specific Complete EHR 
or EHR Module at issue; 

(2) A certification issued to an inte-
grated bundle of EHR Modules shall be 
treated the same as a certification 
issued to a Complete EHR for the pur-
poses of paragraph (k)(1) of this section 
except that it must also indicate each 
EHR Module that comprises the bun-
dle; and 

(3) A certification issued to a Com-
plete EHR or EHR Module based on ap-
plicable certification criteria adopted 
by the Secretary at subpart C of this 
part must be separate and distinct 
from any other certification(s) based 
on other criteria or requirements. 

§ 170.425 Application submission. 

(a) An applicant for ONC–ATCB sta-
tus must submit its application either 
electronically via e-mail (or web sub-
mission if available), or by regular or 
express mail. 

(b) An application for ONC–ATCB 
status may be submitted to the Na-
tional Coordinator at any time during 
the existence of the temporary certifi-
cation program. 

§ 170.430 Review of application. 

(a) Method of review and review time-
frame. (1) Applications will be reviewed 
in the order they are received. 

(2) The National Coordinator will re-
view Part 1 of the application in its en-
tirety and determine whether Part 1 of 
the application is complete and satis-
factory before proceeding to review 
Part 2 of the application in its en-
tirety. 

(3) The National Coordinator is per-
mitted up to 30 days to review an appli-
cation (submitted for the first time) 
upon receipt. 

(b) Application deficiencies. 
(1) If the National Coordinator iden-

tifies an area in an application that re-
quires the applicant to clarify a state-
ment or correct an error or omission, 
the National Coordinator may contact 
the applicant to make such clarifica-
tion or correction without issuing a de-
ficiency notice. If the National Coordi-
nator has not received the requested 
information after five days, the appli-
cant may be issued a deficiency notice 
specifying the error, omission, or defi-
cient statement. 

(2) If the National Coordinator deter-
mines that deficiencies in either part 
of the application exist, the National 
Coordinator will issue a deficiency no-
tice to the applicant and return the ap-
plication. The deficiency notice will 
identify the areas of the application 
that require additional information or 
correction. 

(c) Revised application. 
(1) An applicant is permitted to sub-

mit a revised application in response to 
a deficiency notice. An applicant may 
request an extension for good cause 
from the National Coordinator of the 
15-day period provided in paragraph 
(c)(2) of this section to submit a revised 
application. 

(2) In order to continue to be consid-
ered for ONC–ATCB status, an appli-
cant’s revised application must address 
the specified deficiencies and be re-
ceived by the National Coordinator 
within 15 days of the applicant’s re-
ceipt of the deficiency notice unless 
the National Coordinator grants an ap-
plicant’s request for an extension of 
the 15-day period based on a finding of 
good cause. If a good cause extension is 
granted, then the revised application 
must be received by the end of the ex-
tension period. 

(3) The National Coordinator is per-
mitted up to 15 days to review a revised 
application once it has been received 
and may request clarification of state-
ments and the correction of errors or 
omissions in a revised application dur-
ing this time period. 

(4) If the National Coordinator deter-
mines that a revised application still 
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